rurm Approved No. 57R0068

] A1{c)in design
th 21 CFR 1010.4.

b. PRODUGT FOR“‘ H QVARIANCEIS REQUESTED f. PRODUCT IS INTEND E USED AT ANY ONE LOGATION O

— ALASERDIS s e s o _X_MORE THAN 15 DAYS s
— A PROJECTOR FOR \ 4 —_MORE THAN 5 BUT | NOT{MORE THAN 15 DAYS
X A LASER LIGHT SHOW B __LESS THAN 5 DAYS

OTHER (Specify)

g. TOUR IS INTENDED TO RUN FOR
_.. PROJECTORS ARE INTENDED FOR SALE, LEASE OR LOAN TO MORE THAN'6 MONTHS

TOTHER LASER LIGHT SHOW PRODUC\ERS o . 1-6 MONTHS
d. PRODUCT IS INTENDED FOR USEINA —. LESS THAN 1 MONTH
— PLANETARIUM OR’ OTHER DOME PROJECTION STRUCTURE __ OTHER (Specity)
_.THEATER™
__ DISCOTHEQUE OR NIiGHT cLUB )
__PAVILION ™ L ] e h. PRODUCT UTILIZES THE FOLLOWING LASE .
—_ INDOOR ARENA ) e X FRONT SCREEN PROJECTIONS
— OUTDOOR ARENA' . : X REAR SCREEN PROJECTIONS
. OUTDOOR ENCLOSED AREA
— OTHER (Specify)

e "~ MIRRORED'SURFACES
6. PRODUCT IS INTENDED TO BE USED X STATIONARY IRRADIA
_X._ AT ONLY ONE (fixed)
—_ AT A VARIETY OF (io

__OTHER (Spec:fy)

8. gl
— LASER MEDIUM(AT He-Ne efc. ) WAVELENGTHS (nm). o
Argon 455-514 nm T 2 Watts '
Argon / Krypton 455-670 nm , o 500 mW
Nd/YAG 532 nm S5Watts e
9. I/I; lar;m TLSSER RADIATION 18 PULSED OR SCANNED. GIVE THE FULSE DURATION AND RATE AND SCANNING FREQUENCY AND
Scanned: D.C. to 500 Hz Amphtude 60 deg peak fo peak

10. REASON FOR REQUESTING VARIANCE
X_ COMPLIANCE WITH THE LIMITS OF 21 CFR 1040.1 1{c) WOULD RESTRICT THE INTENDED USE OF THE PRODUCT BECAUSE
COMPLIANCE WOULD LIMIT THE OUTPUT POWER TO THE EXTENT THAT THE DESIRED EFFECTS WOULD NOT BE
SUFFICIENTLY VISIBLE )
— OTHER OR ADDITIONAL EXPLANATION (Specify)
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5

E FROM THE REQUIREMENTS OF THE APPLICABL6TANDARD
ONS OF 21 CFR 1040.11 (c) IN THAT THE ACCESSIBLE EMISSION LEVEL WOULD

Cuassu e S 5

040

1 (c) AS FOLLOWS:

12. ADVANTAGES TO BEDERIVEDVFRQEAAI[ VS'QCH DEVIATION
DISPLAYS

N'PROTECTION TO BE PROVIDED. (Check as many boxes as apply. In tem 14
ts as necessary. State any other means of radiation protection that will be used.)

OPERATORS, PERFORMERS, AND
CLASS 'OR BE EXPOSED TO RAD

- REQUIRED ’
TO MEET ACCESS, EXPOSURE, OR PRODUGT CLASS

JN ABOVE THE LIMIT

e._X ANY PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, |  PF ASS TIMITS WILL INCORPORATEA
SCANNING SAFEGUARD SYSTE| DIRECTLY SENSES SCANNER MOTION AND WHICH WILL REACT FAST ENOUGH TO

PRECLUDE EXCEEDING THE APPLICABLE LIMIT.

f. _X_ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AN PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S). THE
OPERATOR(S) WILL :

(1) IMMEDIATELY TERMINATE THE EMISSION OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION;

(2) BE LOCATED WHERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES; AND '

(3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF OPERATOR
9._X THE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENDED é##ecfs.
X THE PROJECTION o e Pt R TR S sty ;

WILL BE SECURELY MOUNTED OR IMMO
BE PROVIDED AS AN INHERENT PART OF
ETC. . .

SYSTEM (LE., THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUGE THE LIGHTING EFFECTS
D 7O PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITS WILL
E SYSTEM DESIGN TO PREVENT OVERFILLING OF SCF{EENS} BEAM STOPS, TARGETS.

N

i._X LASER PROJECTORS WILL NOT BE DE

=CTORS WILL NOT BE DELIVERED TG/ ANY OTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS.
AND UNTIL THE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PER
THEM TO PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PRO (

j- X_ IN ADDITION TO THE REQUI
TO PARTIE JRCF

k. X_THE REQUIREMENTS OF 21 C TTE URES

FOR SETUP ALIGNMENT, TESTING . N SUFFICIENT DETAILTO
ENSURE COMPLIANCE WITH 21 CFR 1040.10. Tt OF THIS VAF AND CONTROL OF ACCESS TO RADIATION
AREAS USING THE PROCEDURES C 6.1 STANDARD FOR THE SAFE USE OF LA (AMERICAN NATIONAL

STANDARDS INSTITUTE, 1430 BROADWAY, NEW YORK, NY 10018) OR ANY OTHER EQUIVALENT USER CONSENSUS STANDARD AND
AND, WHERE APPLICABLE, STATE OR LOCAL REQUIREMENTS. LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LEVELS
ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040.11(c), WILL BE CLEARLY IDENTIFIED BY THE POSTING OF WARNING SIGNS AND/OR
RESTRICTED ACCESS THROUGH PHYSICAL MEANS (SUCH AS PRESSURE SWITCHES, PHOTOCELLS, BARRIERS, GUARDS, ETC.).
THESE REQUIREMENTS APPLY TO TEMPORARY AREAS (SUCH AS DURING SETUP AND ALIGNMENT PROCEDURES) AND TO FINAL

OR PERMANENT AREAS. THE VARIANCE HOLDER WILL RETAIN THE RECORDS OF THESE PROCEDURES AND THE RESULTS OF ALL
TESTS AS REQUIRED BY 21 CFR 1002.31, A COPY OF THE VARIANCE APPLICATION, THE APPROVAL LETTER, CURRENT PROCEDURES

AND RECORDS RELATING TO EACH PARTICULAR SHOW WILL BE WITH THE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND
WILL BE MADE AVAILABLE FOR [NSPECTION BY FDA AND OTHER RESPONSIBLE AUTHORITIES .
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MADE AS EARLY AS POSSIBLE TO APPROPRIAT £ EDERAL. STATE ANG GGAL ‘
WITH DATES AND LOCATIONS CLEARLY AND COMPLETELY IDENTIFIED, AND A BASIC
 STATEMENT OF THE MAXIMUM POWER OUTPUT INTENDED. :

i

(2) THE FEDERAL AV

THE OBJECTIONABLE EFFE

X,

HE FEDERAL N’ TION (FAA) FOR ANY PROJECT| OPEN AIR: TIME (L.E., INC
SET-UP, ALIGNMENT, REHEARSALS, PERFORMANCES, ETC.). IF THE FAA OBJECTS TO ANY LASER EFFECTS, THE OBJEC
WILL BE RESOLVED AND NY C

ONDITIONS REQUESTED BY FAA WILL BE ADHERED TO. IF THESE CONDITIONS CAN N
WILL BE DELETED FROM THE SHOW. B e

T4, REMARKS

___CERTIFICATION

L CERTIFY that all of the above information and statements are true, complete and correct to the best of my knowledge and acknowledge
that my variance application may be denied or my variance may be revok

ed if this application is found to be false, misleading or incorrect
in any material way. | have submitted/will submit all reports required by 21 CFR 1002.12 on the laser equipment and show(s). |
further understand that | may be required by regulation or by the Director, Bureau of Radiological Health to supply such other information that
may be necessary to evaluate and act on this application.

15. SIGNATURE 16. NAME (Type or Print) 17. TITLE

j)oo Cons /00 President
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